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Philips1 BV Laser Alignment Tool # ffJ? //
51Q(k) Summary

General Information
Trade Name Laser Alignment Tool

Classif Name Light Beam Patient Position Indicator
Class II 21 CFR 892.5780 ( 90 IWE )

Perf Standards IEC 825 Rad. Safety of Laser Prod.
IEC 601.1 Elect Safety of Med Equip
UL 187 X-Ray Equip Safety Std.
21CFR1040.10 Laser Prod Perf Std

Reason for 510K :PhiUps Medical Systems intends to manufacture and market a
laser patient positioning tool for the BV series of mobile fluoroscopy systems.
This will be a new Philips accessory for these systems. It is substantially
equivalent to asimilar device manufactured by TRAC Medical Inc. and currently
legally marketed by Philips as an accessory for the BV systems. Intended uses
and all other aspects are identical with the exception of the method of mounting
the device and, subsequently, the method ofinitially aligning it

Predicate Device : Orthotrac Coaxial Laser
TRAC Medical Systems
K933431 - 05 Oct. 1993

Intended Use Statement: The laser alignment tool is used for patient
positioning on our BV series Mobile Fluoroscopic X-Ray Systems. The current
procedure is to use fluoroscopic x-ray exposure to correctly position the patient
relative to the central x-ray beam. By providing a visible indicator of the central
beam location, patient positioning is facilitated for the surgeon while x-ray dose
is reduced for the patient. Clinical applications include situations in which the
surgeon utilized the x-ray beam for alignment or guidance in a procedure The
procedures themselves would not be altered with the exception of the use of the
visible spectrum to indicate alignment rather than fluoroscopic shadows. The
system consists of a HeNe laser device and an optical guide which allows the
light to be emitted long the central axis of the x-ray beam. Ameans is provided
to physically align the beam. The laser alignment tool is an accessory used to
visualize the location ofthe central axis ofthe x-ray beam whether or not x-rays
are energized. It has no clinical value beyond the surgeon's use of that
visualization. It does not enable new treatments nor generate information which
is not available through other means. The accuracy of the visualization iswholly
demonstrable through the use ofbench testing and specification.
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